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Tpk TTfiB ww Bt’fr I 










6 


Tl 11- GAZE rrc OE INDIA : EXTRAORDINARY 


[PartII—S[; c.3(i)J 


(iii) wm 3fk kk aik ^ ^ strt 

mk) ^ ki, ■ . 

(iv) 3Fj|cicT M ^ ^ arRpTRRT '^RrRm ^ir 

, ^ kk I . 

(v) aiFT cT^ IR STRUk ^ RR)^ ^TR kiw k k t 

. fsRT ^ qkRT WT ^ ^kR ?Rj gicft kk I 

(vi) 3iTij|cRi 4 kk kt Ricfk, eftkfkj kk 

kki^ ifT fkk 3 ri kkr wrk, cR>k k Rr 11 

(vii) kaRT„ RK aik kcRf^ k Rrrr k fkj wrirr 
aik wrr^ k ksRwi k fcR 'jrr kk kkr kR i 

(vii) RTWR, aikm, WcR ajk kRR k Rr kkkkr 
Rfw>ik Rcff kki kRTi kt kkrkcr Rrit wrrt 

ajk k^ k k knjT RTWI 


kkR k) wf kk w*Rr cpt airate aiRtk^ w wirt i 

3. ' at? -HklH* wsff ^ ann 

3.1, cjm fk’^Rk gik ^ cfjwe ^ k ’krkcT kki 

RRITI 

3.2, fkk RkRT k fkpk rrtr ajt? kl:'^ cr-cjrrt, qkcRR 

Rk^ kk k) akwaff k ar^??^ kR i 







[»FTn—7gn^3(i)] 




7 


3.3. ^ aptftrsg (y^sr 3 ^ 

ff^ 1996 ^ ^ 31^^ f^ysiqi yrnrn 1 

4 . ^ -WW, ^ :- 

4.1. (3jTl%T ^ f^RTtuFT ^ ^sq yff tirTTpft sjk- 
yjlPfe wfyi #? ^TW ^ ^ ^ I ^3^ y?q]q 33^ 

y>y ^ ^ W qR sfiito WT ^ Riftic^q yfr 
yfFff qrfly I 33^ 3#f^ yjt feqr w^ni 

4.2. W3 f^rat^R sik ^ ykR ^ 

yfli%r Bf’t. f«Ri^ czi(^j|ci 3yR8q ^f^rflqq 1 

yy^ sci3 3fy?^ yww, ff^ cFt |y ^ 

g^.RR gy ciif^jR w ytryyri 

4.3.. 31%, y?i'Mj\ui ^ ^ y^ y% ^ 33^ ^ 

%? '35% ■?!% yit 3% yr^ wesf 35% yB%'i %# 
^ y^ 3% Tj^ yqfyr ■gtoiaiT 3%ci ^' 
33% i> % 3)3^ 3y3REr 3v3y yiry^t 1 

4.4. yqt33TT3?TspyH, ^?3T3T-#Tr 3f% 11 

4.5. 3IR3 3j%j yfr yqkfirar wy ^ Bf 3^' ff 

^ fci'ftcg(flct)[ yFiraT ynwi 

5. 3rf*3ofl<i)(H W «ere ^ 733^ ait? y^tsfTy ait? 

35R0T sM ^ %j arrtsny i 

5.1. yqtypT ait? 3343K ^ Rn* fM^F%5 ?ijy ^ i%3nf3 
'JST3) 331^ aHf ^ 3ycRq i%T ynyyi I 





Ti n; GAZBrn- OF INDIA: m'RAORDINARY 


IPartII—S i-:c.3(i)j 


(i) 6 cTS ¥Fr: cpt^ ^ 

’TSrm #? irlto ^«n ^ 3Tf^ yfc[fe 3f!^ 

• eTR-g?^ ^ ^cqfoT ^ R^lfRT ^ I 

(ii) «cl^ 5RR3RR shl: WT ^ 3ik ^ 10,000 

Rlff^ ^ fcR M jftTXc^^ ^ | ^ cpji^ 

^ 100 ^ dif^e 3ri^«tcfl3KT gjYI 

' TOWRI ^ foR WR ^Tfi ^ cllMHR 20 % 25 

fM W RTW 3fk f^iWl f^HlrH4i 'St^ 10-15 _ 

m'H^cl -afk ^T#RT Sn^cTT 50-60 bY»tt I 

(iii) • ^HieMofl 3jk McM ^RTtwrar: «iiFRiidi ^.#.3rt. 

g^f 3TR. Tfg. cgR ^ yYYite? 

#? <1|iJl(^fei^ Titsm ^ feTCJ 3|fMY<})d ^ ^ ^ 
qfrafR IRTldH ^ 3fk 1W '■ 

clIcTTfchjelcI ^1 

(iv) ^FffqnjRR ?RlMf«(d fe#3T MFrTM: 

^T^TOTRT 1 Sfk 2, '«ft 3ft^ ^ 

f^MRT 3fh? R^fYm ^ ^cbiH<t5 ^YnM ^ fYr’ 
qR '#5Rff ^ feR ''y>HR\Jld sflR OTFT ^ 

I gj’RT dldT^JT r , ; 

(v) y^FRiidi; ^ icTS iR 

^^aRT ^ ^ fcR wiPr f^^IT TjTT^iqfY^ 











I ^jfT] ]]_7^TI^ I ^ ^__ 

- 'OTifk c^ ^ m 3mjT% crfl^cf ft5in w 

^■'RT ctldl^ct>|?f ■5t'’TT I 

(vi) TT^. tTH.. I?. 01^% 

3TT^'c|'f^|cb’ ^ fM 3rf^«(cftW cFT^ ieTg ^ 

ME[ #fii "mk ^ sfR ?Ei. ^■ 

er^R'i c^ ’jeqfciR ^ ^ ^ ^ cp) 

cPWJ X^SPT ^ wm 11 100,000 ^ 

3fh cHcrrg^^ i 

(vii) ^Ren?^Ff-W-|^; 't^Rell^v^?R 3ik ^3%r C^ 

f^ ■qf^' ^ ^ ijqem i uf ^feir, 

^’^cT: Pi'WKuflij CRT vTq^Ty ^ qjrtTOraTsrf C^ 
tgjf^ ?Wti 

(viii) srRr^ w 3fk qkm : ^sr sik qkrq 

•stMti m ^ Tiller ajfer ^ c^ srprw Bf’t i 
^ Tqkr ^8Tr ^ cn% afR 

3fM^' cRt ^ cR5 f^ Tjrrqr 1 1 

(ix) flwrft ’RTT^aT: 3!'^'5lfi<1£iT^ ffRT 200 cRT 

TfaTR I3q?l^ WEIT ufTipni flwrft •<T^riRP« ^ ’T5R^ 
^ ^i^5;'Kih 3fra#jFr i> cnqqR ^ 
Bkri q?^ ^ qrf^'roR 7fi^_ 

3ih ^ ^ W? ^ ^fSTR 10 ^ 25 q^g C^ 

o 


1334 GI/I 0—2 





nil-: GAZl-']”rG OP INDIA : EXTRAORDINARY 


IPartII—SH c.3(i)l 


0 ^ tllfiTJI 3RJ Sn^fecT ^ ’jaR) 

MPJI wpn I WT c[TcIT55j|^ ^ I 

(x) WTR^ f^f^cTTS?!' ^ ’T^RR ^ fcT^ 

3?Rlf ^ 3?£ft^ Wft^ # ^ 

cR^aii' cp'r cR^ ^ WIRR i^gRR ^WSET 

I - ■ 


(^) 3)fi«lcn*cH ^ ms tlc:^ ^ 3ik *raR»T 


1. WBR; 

1.1. W 

ftm ^ war, 1^ ^ ^ ms 

%ajT TiTHT t, w? ?raTSR ^ ^ ^R^nn ftjjn 

' \ . 

3ft? TORRR, ^RT cTan ^T^RR, 

fM 3ft? »hi4vjiPi*, 3ff^«fcft^ ^ ms 
^RR ■gaiift I . 

1.2. 3]1^«fcftcf)R 55^ 6?!^, SRqcTTRf, cft^ff 3ft? 

3P?I ?arR ^ ^ ?T5^ ^ gicft R ^ epE^ gft 

?fRT t, ^ ^RR^ ^ 

ft", ?TTr^ RTWI 

1.3. ^ ms ^ 5#TRicti ^ ftf ?Rf#ci %RT ^5mpn 

ftRlft' ffe?l^, R?Rft3R '5^ R=€I ^ I 





1.4. ^ scf^ IB’ ^'tr^cl f%^lT WPTf 

f^re^' f%i7T, w-iSR', mi\i 35^;5fra ^ ^ 

2 . ' ‘ 

r 

2.1. sera y^fcT ^ ari^rfl^ ^ratn^rrar 

3!R 35^ Scl^ tefj gM 4 qR^f^cl %^rT 

yITWI ■ 

2.2. qRclg-^ git ^ M’ qjf vSeiS^^f^efT cF)t 

^(^f^tlcT W(^ t f^f^RPJ ^jrrtpTTI 

2.3. qf^ci^H ^ Miq enWB 18 ^ 28 fM 
wiH^i 

2.4. 3jk ^ Irw 72 ^ ^ l^T I 

'ffigTOR^; 

3ll^c?|cf>^ ^cTS ^ ^ 20 ^ 25 Mr 

^ ^ cTPWR fM ■qrrw i 

■®r. 5r#r^^ wtcft ^ qflarTif git 

ctI^ct lisra Rfrr IM I 

f^m: ari^icf?^ gjt srafe 4 ' wr arferKPr srpra ^arwg 4 ^ 

37 M ^ ^ 115^ m atp^detB 




THE GAZETTE OF INDIA: EXTRAORDINARY 


[Part 11— Sec. 3(i)] 


t cim'TFI ^ mRcJcIh ^ cF5&1tW flwt 

ski ^roki ^ ^ i 


n. ^iPN? 


wm 


i> ysnf sit 'Kim 
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2 . yywyy yrai^j^ ?\yT sih i 4' fty yy si^yiy 

y (y^ 10,000) yyfyyy yr^ tyr ^ yfwici ^1 
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2 . 
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,wnft 3it^ ^ ^ fpnft g>t aFiiflRrd ^ 

3. ^SRT ^ gJT^, ftRRJJ^RR 

^ ^Rje, ^ ^ ^ Vrt, ^ ^ «?5p 

^ 3|f^cftct>?I ^ scTg ^ ^ I 

4. R^gftsfrateM^RRf irflOT, ^ 

^ wm TjM^, ^.3ITf.t 1 #? 2 fY#1cTO ajh 
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3ih ci4i^j|d 4^ r4ot 4 4 4fi^ w 
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T4M4nf J?^ter»r 

1, ^ ^ 4t PiHiciRsid 4 ^em f^ifT wpir- 

i. 4 

ii. 4 

iii. W.3T44 1 2 

iv. Rif4f^« 

V. . , 

2. srlN^cbfi sets ^ pRHl^Rsid 4 14; f4n Ptirnn- 

. i. ■'^cfeW^ 4cf 

ii. 4dH^4iR 4et 

iii. 5fl4ftST 4ef (cD34+) WIT 


[Mmn—^^3(i)] 
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vii. ET#:jrf^ ^ Sel5 ^ f^) 
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(^.) ufcrf^r^ - 
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2. ■gR ^ cR 1 aifcrRcw stcrf^^?T #qk siw ^ 

f^FT MkRf ^ f^- 76 fM ^ arilRj ^ dlMHH If 

' TOfkr f^ETT iJiTFn I . ' , 


1334 GI/10—3 




18 


THE GAZETT:E0F INDIA : EXI'RAORDiNARY 


[Part II—Sfic. 3(i)J 


{?!.) ^ ePTFH 

1. ^ OTFf ^ Rnl^Ract 

ftnn Tinw:- 

i. ^TFTW 3tf*^<?nct)(7l sera 

ii. ^ ^ ^ ^ Wm 3tracH TIT t|Tjpf + 

iii. fnmTijT^ 

iv. TniFTT ^ w 

V. ^ cTT^te 3ih Mn 

vi. eTRT 

vii. 3rm ^ eFIHT t “cl^cl^ c[5JI^ # cINHH ^ 

t ^ Till f- TJjpT^ ^ ^ t» 

2. ^ ^ ^ 3ih ^ ^ flWT^ ’t^TW 

^«ra (cI)FJ^ elTtcl) cP^jlT- 

i. wn? gir ^-TTRg y'lUPie'i 
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iii. - ^ yfcl^lddl (4 ipi. w. ^■) 

iv. f%Tft-3Ri Tf^jlcp Tf5t 
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ix, l^cpltra 3jk ?IT ^ ^ 

3. 5)1^ 6el^ ^ 3|cj^f^ ^ \3TIlj uflff 

v3Tt;(^fcl ^5^; 


ramrar ^ ^ 
arprf^cT 

%J1cf)T^ ^ ^ f^cRul 


#,■^.34+, 


8T*M| 

4cr^ 6 cT 5 ^ ^ gflOT ^ 

^.«l^.3ff 3ih 3IR.^. 

ajraftcT yrw #? ^3?qR ^ w^th 

TJ^ g>SR ^ B'rMcT ^Rcn 5^ ^^fkcRPT gjT 
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iii. 3?15r^ 

iv. ■fteTH 

v. ‘ ’ 'Ejfe ^ 

vi. ^ mwi ^ ^ 3ft? 3IK.4#. 

vii. ’TM ^ Epi aft? 3FJI q^atf 

viii. ^ ^ viMijVl ^ qTEtKT ^T ^ 

3i15r^ 

ix. flTEraj sfr^'^ yi^E3T3!t ^ .^1 

2 .' f^THl^cT ElTTcfj sftYYfcfTT nfcp^ait' ^ ERTEJ ?M EJTTW: 

i. 3rf*«rett^^ cffr^ ?TW^ 

ii. ?t¥^ 3ll^c?rcbd cl^ Ejf^ cpT 

iii. E[5Yii tcTg Eji^ cfn g?f?^?oT . 

iv! TO?E!5^ StlWvttEfie! Ef^ ^ Ejf^ cpT iTgT?^ 

V. ?f?q5^EjR ?fE5TWt' E^ fe? ^(iTHei EPT 

TTfffFT I 

vi, Ei.4t.3fr; "^f^fTT 3ft? 3n?.E^. ^T4PfET c^ arf^ei^et EpYi 
■ EPT TpJtsm i 

vii. E|eT ^ cfTFEj^, HI-t'^ijcfciaR, #r cfJT^, 

#?T (#,# 34+) WTT 3ft? E^tcR OTm ^ 

3iP4cttcf>^ cf)t^ teiEg c[ 5T. -q^taTEEr I 


- ».'TTin~Tt|lTi+l—TT -T^..|^..-., ..- qrTT iT -iff^IVlTT^tTn' IT'T’^ jif pjf'' 




.rr-ri-pT^f. 





TO ^ TTTO : 3T^TOI 


viii. fSrsffgnjcTT ^ 3ffj^cfl<t)d ^ 6ci^ ^ 5f)T 

ix. ^ ciRR 

X. 3ffi^ctoc7 ^ scl^ 

xi. xi4<t)xlu|T ^ f^clR-* Srj^OT WETR 

xii. watf ci)t ;ri%W 

xiii. EFffciicr «^3fr cf?f qirfcRTifrq fnftef^Ey 


(5.) 0!"^ sd-s ufT^t 0'(HI 

1. ^ sci^ 3fk Wf ^ 3fk 

srt^f^' ^ ^ 1 

2. cbW scfS cb'l'i «cT5 ^ MRcllfsa E[R^ c^ 

yRi\i'l(^d Rif^oHEf) ejt sri^iflrr ^ wt 

STf^ET 3T%M cP^ett I 

3. cp^ s$i^ % cp^ wi 

yf^gxFiR, ^cTTcFfr, i> sfk siFt arcrf^ 

cCT ^ ^^nft '?rfl^ cp^^ sdvS ifPle Wl vjMidTT 

fW EjiTTTT[T| 

^f^TT ^ ’frcR pRffN TR ^ scT® c^ yRq?^T 

^ yf^EjT, ^arr sft^ cpif^cpf ^ ’|,s 

f^ srfirfIcT gf[ RT^ I 
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sT -150 3 ^ thwt ’rerfer 

gkr 3i ^ 3FT % qRciil^ci f^^ir f^' ^ ^ 

33 3i?5'r3R ^ 3ik irPcr snwf ^ 

yrillRlfl TET3 ^ ^ 48 'ET^ ^ —150 feff 

^ ^ ctIMHH «Rnj ^ ’TRl W I" 

[m El. W- ll014/2/2008-^.T3:^-^Eft.] 

■M1?i ^ET5^ 

■qr^ ferm : fqqq, qRq ^ wra ^f siRRfERT wit t3itt-28- 10/45 tt^ (tttt), 
cTRte 21 fqwT, 1945 sra y+iftici %tt ittt sfh stRth srTRgqqr 
RT.qJT.fT. 45(3T) cTRte 21-1-2010 ^ wtfqn 1^ qri I 

MINISTRY OF HEALTH AND FAMILY WELFARE 
{Department of Health) 

NOTIFICATION 

NewDelhi,the9thApril,2010 

G.S.R. 304(E). —The following draft of certain rules to amend the Drugs and 
Cosmetics Rules, 1945, which the Central Government proposes to make, after 
consultation v4th the Drugs Technical Advisory Board, in exercise of the powers 
conferred by section 12 and section 33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), is hereby given that the said draft rules shall be taken into consideration on or 
after the expiry of a period of forty-five days from the date on Vi/hich the copies of the 
Gazette of India containing these draft rules are made available to the public; 

Objections or suggestions, if any, may be addressed to the Secretary (Health), 
Ministry of Health and Family Welfare, Government of India, Nirman Bha'wan, New 
Delhi-110011; 

Any objection or suggestion which may be received from any person with respect 
to the said draft rules before the expiry of the period as specified above will be taken into 
consideration of the Central Government. 

DRAFT RULES 

s 

1. (1) , These rules may be called the Drugs and Cosmetics 
(j—Amendment) Rules, 2010. 

(2) They shall come into force on the date of their final publication in the Official 
Gazette. 
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2. In the Drugs and Cosmetics Rules, 1945, (hereinafter referred to as the said 

rules),- 

(i) in rule 122EA, in sub-rule (1),- 

(a) for the words, “and in Part XIIB and Part XIIC”, the words. “Part XHB, Part 
XIIBI and Part XIIC”, shall be substituted. 

(b) after clause (f), the following clause shall be inserted, namely;- 

“(ff) 'cord blood bank’ means a place or organization or unit for carrying out 
and responsible for operations of collection, processing, testing, banking, 
selection and release of cord blood units.”; 

(c) after clause (I), the following clause shall be inserted, namely:- 

“(m) ‘umbilical cord blood’ is the whole blood including Hematopoietic Progenitor 
Cells (HPC) collected from placental and or Umbilical cord blood vessels after 
the umbilical cord have been clamped.” 

(ii) in rule 122F, after the words “processing of human blood for components” and 
“processing of whole human blood for components” wherever they are occurring, 
the words and symbols, “collection, processing, testing, storage, banking and 
release of Umbilical cord blood stem cells/” shall respectively be Inserted; 

(iii) inru}e122G, 

(a) after the words “processing of whole human blood for components” wherever 
they occur, the words and symbols "processing of whole human blood for 
components /collection, processing, testing, storage, banking and release of 
Umbilical cord blood stem cells” shall be substituted; 

(b) in Explanation II, after the words, “Schedule F, Part XIIB”, the words ".Part 
XIIBI", shall be inserted; 

(c) in Explanation III, after,the words, “Schedule F, Part XIIB and /or”, the words 
, “XII-BI and/or", shall be inserted. 

(iv) in rule 122-P,- 

(a) after the words and letters “Schedule F, Part XIIB and Part XllC’ the Words 
and letters “.Schedule F. Part XIIB. Part XII-BI and Part XIIC”, shall be 

- substituted; 

(b) in sub-rule (i)(b), for the words and letters “Schedule F, Part XII B and Part 
XIIC”, the words and letters “.Schedule F, Part XIIB, Part XII-BI and Part XIIC 
shall be substituted: 

(v) in Form 26G. in the heading after the words, “sale or distribution of its 
components" , wherever occurring, the words “or collection, processing, testing, 
storage, banking and release of umbilical cord blood”, shall be inserted; 

(vi) in Form 27C, in the heading after the words, “preparation of Blood Components”, 
wherever occurring, the words , “or collection, processing, testing, storage, 
banking and release of umbilical cord blood”, shall be inserted; 

(vii) in Form 28C, in the heading after the words, “its components for sale or 
distribution", the words “ or collection, processing, testing, storage, banking and 
release of umbilical cord blood”, shall be inserted: 

(viii) in Schedule F, after Part XIIB the following “Part XIIBI” shall be .inserted, 
namely:- 




' THE GAZETTE OF INDIA: EXTRAORDINARY _ [Part 11—Sec, 3(i)] 

“PART XIIB! ' ^ 

REQUIREMENTS FOR COLLECTION, PROCESSING, TESTING, 
STORAGE, BANKING AND RELEASE OF UMBILICAL CORD BLOOD 
DERIVED STEM CELLS ' 


A. GENERAL REQUIREMENTS 

1. Location, Surroundings and Building: The building (s) for storage of Umbilical 
cord blood shall be so situated and shall have such measures as to avoid risk 
of contamination from external environment including open sewage, drain, 
public lavatory or any factory which produces disagreeable or obnoxious 
odour or fumes, excessive soot, smoke, chemical or biological emissions, 

2. Building and premises: The premises used for processing and storage shall 
be designed, constructed and adapted and maintained to ensure that the 
above operations and other ancillary functions are performed smoothly under 
hygienic conditions and in sterile areas wherever required. They shall also 
conform to the conditions laid down in the Factories Act, 1948 (63 of 1948) 

The premises shall be: ^ 

(i) adequately provided with working space to allow orderly and logical 
placement of equipment, material and movement of personnel so as 
to maintain safe operations and prevent contamination. 

(ii) designed/constructed/maintained to prevent entry of insects, pests, 
birds, vermins and rodents. Interior surfaces (walls, floors and 
ceilings) shall be smooth and free from cracks, and permit easy 
cleaning painting and disinfection. In aseptic areas the surfaces shall 
be Impervious, non-shedding, non-flaking and non-cracking. Flooring 
shall be unbroken and provided with a cove both at the junction 
between the wall and the floor as well as the wall and the ceiling. 

(iii) provided with light fitting and grills which shall flush with the walls and 
' not hanging from the ceiling to prevent contamination. 

(iv) . provided with doors of non shedding materials in aseptic areas 

preferably of aluminium or steel, 

(v) if provided, with fire escapes, these shall be suitably fastened to the 
walls without any gaps. 

(vi) provided with the furniture in aseptic areas which is smooth, washable 

and made of stainless steel or any other appropriate material other 
than wood ' . , 

(vii) provided with separate areas for processing and storage of products 
to prevent mix-ups, product contaminations and cross contamination. 

(viii) provided with defined environmental conditions for temperature, . 
humidity, ventilation, and air filtration. Classifications shall be defined 
and, if appropriate, monitored. ^ . 

A periodical record of cleaning and renovating of the premises shall be 
maintained. 
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3. Disposal of waste and infectious materials: 

3.1 Waste materials awaiting disposal shall be stored safely. 

3.2 The disposal of sewage and effluents from the facility shall be 
in conformity with the requirements of the Environment 
pollution control Board. 

3.3 All BiO“ Medical waste shall be dealt with in accordance with 
the provisions of the Bio-medical Waste (Management and 
Handling) Rules, 1996. 

4. Health, Clothing and Sanitation of personnel: 

4.1 Alt personnel shall undergo medical examination prior to 
employment and shall be free from infectious and contagious 
diseases. Thereafter they should be medically examined 
periodically at least once a year. Records shall be maintained 
thereof. 

4.2AII personnel, prior to and during employment, shall be trained 
In practices which ensure personal hygiene. A high level of 
personal hygiene shall be observed by all those engaged in the 
collection, processing, banking of umbilical cord blood. 

4,3AII persons shall wear clean body coverings appropriate for 
their duties before entering the Processing Zone. Change 
Rooms with adequate facilities shall be provided prior to entry 
into any specific zone. 

4.4Smoking, eating drinking, is prohibited inside the Laboratory. . 

4.5All personnel working in the Laboratory shall be vaccinated 
against Hepatitis B virus. 

5 Requirements for Processing, Testing and Storage Areas for' 
Umbilical cord blood stem cells 

5.1 Separate enclosed areas specifically designed for. the purpose 
and the workload shall be provided. 

5.2There shall be separate areas for designated work purposes, viz: 

i. Cord blood Reception: Cord blood reception area with space 
for transient storage of units and physical examination shall 
have adequate facilities for registration, data entry and 
generation of bar-coded labels. 

ii. Cord blood processing area: The room shall be clean and 
have an air handling System to provide a Class 10,000 
environment. The room will house Class 100 biological safety 
cabinets for Umbilical cord blood processing. The temperature 
of the clean room shall be maintained 20 to 25°C and with a 
positive differential pressure of 10-15 pascals and Relative 
humidity of 50 - 60% 

ill, Haematology and Serology Laboratory: The laboratory shall 
ft. ■be equipped and utilized for the purpose of testing of Umbilical 
Cord Blood for ABO grouping and Rh Typing, Total Nucleated 
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Cell Count, Progenitor cell Count and viability test. The room 
shall be air-conditioned. 

iv. Transfusion Transmissible Disease Screening Laboratory: The 
Laboratory shall be equipped and utilized for screening tests 
on maternal blood for infectious diseases viz.- HIV I & II; 
Hepatitis B & C virus, syphilis and malaria. The room shall be ‘ 
air-conditioned. 

V. Sterility Testing Laboratory : The laboratory shall be used for 
performing Sterility tests on “Umbilical cord blood Unit. The 
premises may be classified depending on the testing method 
used. The room shall be air-conditioned. 

Vi. HLA Typing Laboratory: The Umbilical cord blood Unit shall 
have arrangements for HLA typing and genetic disease 
testing. In house testing can be done by providing a well 
departed Laboratory from the processing area for evaluation 
of possible genetic disease and HLA typing. The area shall 
. have Class 100,000'environment and air conditioned. 

vii. Sterilization-cum-washing: Appropriate facility shall be 
provided within the premises for proper washing and 
sterilization. This facility would be optional for Laboratories 
using entirely disposable items. 

viii. Records and Store Rooms: There shall be designated record 
room(s) and store room(s). The access To record room shall 
be permitted only to authorized persons. The room will have 
adequate protective facilities as the documents and records 
are to be preserved for long years. 

ix. Cryogenic Storage room: A minimum space of 200 sq feel shall 

be provided by the Licensee. The cryogenic storage room 
shall have provision for temperature monitoring of storage 
vessels, liquid nitrogen level in storage vessels and oxygen 
meter. The service space between each liquid nitrogen 
storage vessel, supply cylinders and connecting hose should 
be between 10 to 25 sq feet. Separate storage space for other 
accessories required shall be provided. The room shall be air- 
conditioned. ■ 

X. General Storage area: General storage area shall be provided 
to store all the consumables, under. conditions deemed 
optimum for storage by manufacturers. 

\ 
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B. COLLECTION AND STORAGE OF PROCESSED UMBILICAL 
CORD BLOOD COMPONENT . ^ 

1. Collection: 

T1 Umbilical cord blood specific for an individual will be 

collected after signing an agreement with the Parents, whose to 
be infant’s Umbilical cord blood is to be collected, and the specific 
Processing, Testing and Storing Authority. Private and Public 
Umbilical Cord Blood Banking to have different agreements. 

1.2 Umbilical cord blood shall be collected from hospitals, 
nursing homes, birthing centers and from any other place where a 
consenting mother delivers, under the supervision of the qualified 
Registered Medical Practitioner responsible for the delivery. 

1.3 The cord blood shall be collected aseptically In a disposable PVC 
bag containing adequate quantity of sterile, pyrogen free anti¬ 
coagulant. 

1.4 The Umbilical cord blood would be collected from a premises 
having a hygienic location to allow proper operation, maintenance 
and cleaning. 


2 Transportation 

2.1 Umbilical cord blood shall be transported from the birthing center to the 
designated laboratory under and as per procedure prescribed by the cord 
blood bank. 

2.2 The Transportation procedure shall be validated to ensure' optimum 
survival of the Stem Cells 

2.3 The transportation temperature should be between 18 to 28°C. 

2.4The time period between Collection and processing shall not exceed 72 
hours. 

STORAGE: 


a. The Umbilical cord blood shall be stored at room temperature between 20 
to 25 °C in the processing area. 

b. Samples pending tests for the Specific Transfusion Transmittable 
Infectious agents shall be stored in a segregated manner. 

Note: - Maximum allowable temperature range shall be between 4 to 37 degrees 
Celsius, for the whole time period of transit. The effects, of deviation of transit 
temperature from the optimum, on the product shall be adequately explained by 
the licensee in the client education booklet. 


1334 GI/10—5 
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C. PERSONNEL 

Cord blood bank shall have following categories of whole time competent 
technical staff:- , 

1. Medical Director. The operation of cord blood bank shall be 
conducted under the active directions and supervision of a Medical 
Director who is a whole time employee and is possessing a Post 
Graduate degree in Medicine - MD (Pathalogy/Transfusion 
Medicine/Microbiology) and has experience / training in cord blood 
processing and Cryogenic Storage. 

2. Laboratory In-charge: The laboratory in-charge shall have Post 
Graduate qualification in Physiology or Botany or Zoology or Cell 
Biology or Microbiology or Biochemistry or Life Sciences, or 
Graduate In Pharmacy and one year working experience in 
pathological laboratory licensed by the local health authority or any 
microbiology laboratory of a licensed drug manufacturing / testing 
unit and or experience / training in cord blood processing and 
cryogenic storage. 

3. Technical Supervisor (cord blood processing) The technical 
^ supervisor shall have a: 

3.1 Degree in Physiology or Botany or Zoology, Pharmacy or 
Cell Biology or Bio Sciences or Microbiology or 
Biochemistry or Medical Laboratory Technology (M.L.T.) 
with minimum of three years of experience in the 
preparation of blood components and / or experience / 
training in cord blood processing and Cryogenic Storage, 
or 

3.2 Diploma in Medical Laboratory Technology (M.L.T) with five 
year's experience in the preparation of blood 
components. , Experience ^ / training in cord blood 
processing and Cryogenic Storage shall be essential. 

4.. Cord Blood Bank Technician(s):-The technicians employed 
shall, have a: 


4.1 A Degree in Physiology or Botany or Zoology or Pharmacy 
or Cell Biology or Bio Science or Microbiology or 
Biochemistry or Medical Laboratory Technology (M.L.T.) with 
six months experience and or training in cord blood 
processing and cryogenic storage, or 

4.2 Diploma in Medical Laboratory Technology. (MLT) with one 
year experience in the testing of blood and/or its 
components and / or experience / training in cord blood 
processing and Cryogenic Storage. 
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D. AIR HANDLING SYSTEMS 

1 Air handling for sterile areas shall be differerit fropi those for 
other areas. The filter configuration in the air h^ndlino system 
shall be suitably designed to achieve the grade of gir as given 
in the Table I. The environmental mlcrobiploglcal rnpriitorlng of 
clean areas shall be in accordance to the repommended limits 
given in Table II. 

2. The Processing area shall be air-conditioned and fitted with HEPA 
Filters having Grade C (Class 10,000.) environment as given in 
Table I 

3. The entire Processing would be done under a Biosafety hood 

conforming to Grade A (Class 100) Standard of Air Quality 

TABLE I 

AIR BORNE PARTICULATE CALSSIFICATIONS FOR MANUFACTURE 
OF STERILE PRODUCTS 


Grade 

Maximum number of permitted particles per cubic metre 
equal to or above 


At rest(b) 

In Operation (a) 

A 

0.5 pm 

5 pm 

5 pm 

5 pm 

B(a) 

3500 

0 

3500 

0 

C (a) 

3,50,000 

2000 

35,00,000 

20,000 

D(a) 

35,00,000 

20,000 

Not defined 

Not defined 


TABLE II 

RECOMMENDED LIMITS FOR MICROGIOLOGICAL MONITORING OF 
CLEAN AREAS “IN OPERATION” 


Grade 

Air Sample 
cfu/m^ 

Settle Plates 
(dia 90 mm) 
cfu/2 hrs. 

Contact* 
plates 
(dia.55mm) 
cfu per plate 

Glove points 
(five fingers) 
cfu per glove 

1 

A 

< 1 

<1 

<1 

<1 . ! 

B 

10 

5 

5 . 

5 ! 

C 

Too 

50 

25 

! 

- ^ 


500 i TOO 

50 



\ 
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E. "quAuty control 


Facilities shall be provided for Quality,,Control such as Haematological, 
; Microbjojo^cal^^ Jnstrumenta! testing. Following duties shalf be 
pe'rfcfrrned^ theTunctlon.of quality control: 

! Jsbirp. prepare detailed instructions for carrying out such tests and 
analysis 

> 2# TPrapprpve or reject raw materials and consumables, used in any 

pi 'Step,-lOn the basis of approved specifications 

3. Haematological Tests like Total Nucleated Cell Counts, 
Mononuclear Cell Count, Enumeration of the population of-Stem 

,, . Cells, Stem Cell viability shall be performed on samples of 
Processed Umbilical cord blood Unit 

4. Microbiological Tests shall be done,on Maternal Blood samples for 
freedom from Hepatitis B Surface Antigen, Hepatitis C Virus 
antibody, HIV I and II antibodies. Syphilis and Malaria. Bacterial' 
and Fungal Culture shall be done on the Umbilical Cord Blood 
Samples. 

5. Instruments which would be used to process test and store the 
. UCB unit would be validated before commissioning and calibrated 

from time to time to check their conformity to specific standards 
according to an approved and valid protocol. . 

6. The Environmental Monitoring of the Clean rooms would be done at 
periodic intervals according to an accepted and validated protocol. 

7. All tests mentioned above shall be done in house except tests 
under item numbers 5, 6 and test for enumeration of Stem Cell 
Population, HLA typing and Genetic Disease Testing which may be 
outsourced to a competent third party. 


F. SCREENING TESTS 

1. The maternal Blood sample shall be tested for 

i. Hepatitis B - 

ii. Hepatitis C 

iii. ^ HIV1'&2 

iv. Syphilis ' 

V. Malaria 

2. The Umbilical Cord Blood shall be tested for 

i. Total Nucleated Cell count 

ii. .Total Mononuclear Ceil Count 

iii. Progenitor Cell (CD34+) enumeration • 

iv. Cell Viability 

V. ABQ Group and Rh Type 

vi. Sterility as regards Bacterial and Fungal contamination 

status 

vii. HLA Matching (Only for allogenic Cord Blood Units) 


G. STORAGE 


/ 
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1. The Umbilical cord blood shall be cryopreserved using a controlled 
rate freezing or equivalent validated procedures. The frozen 
storage shall be at minus_196°C and shall not be warmer than 
minus 150°C 

2. There will be no shelf life for this class of product. 

H. REFERENCE SAMPLES 

1. At least two reference samples shall be collected from cord blood 

unit product prior to cryopreservation and stored at minus 196°C 
and shall not be warmer than minus 150°C. ' 

2. At least one additional reference sample shall be stored at minus 
76 °C or colder for the purposes other than viability analysis. 

I. Vaelling 

I 

1. Initial Label placed during collection shall specify: 


/ 

/ 

i. 

Human Umbilical Cord Blood 

/ 

ii. 

Approximate Volume or weight of contents in the collection 
bag ( UCB + Anticoagulant) 


iii. 

Mother’s Name 


iv. 

Place of Collection 


V. 

Date & Time of collection 


vi. 

Collected by 


vii. 

To be Labelled in bold, “ROOM TEMPERATURE ONLY- DO 
NOT REFRIGERATE, DO NOT IRRADIATE” 


2. Label at completion of processing and before issue - Cryogenic 
Storage Label ( Statutory label) shall indicate the following' 

i. Name of Product Human Progenitor Cell(HPC) - Cord 
Blood 

ii. Volume or weight of contents 

iii. Percentage of Cryoprotectant (DMSO) 

fv. Percentage of any other additive/preservant 
V. Date of Collection ( Birth ). 

vi. Date of Processing.. 

vii. Name of Manufacturer. 

^ viii. To be stored continuously not less than, - 196°C 

ix. Unique Traceability Number and / or BAR Code. 

3. Issue Label at the time of release of Cord Blood Unit shall indicate the 


following: 

i. 

ii. 

iii. 

Name of manufacturer 

Licence Number 

All details of the Cryogenic Storage Label 


iv. 

The results of Total nucleated Cells, Progenitor Cell 
percentage ( CD34+),Viability. 


V. 

Results of Transfusion Transmittable diseases testing cn 
maternal blood. 


vi. 

ABO Group and Rh Type - 
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vii. Date of processing 

viii. Result of HLA typing (allogenic) 

ix. Statement.“Properly identify intended Recipient and Product” 

X. A statement indicating that leukoreduction filters should not 
be used 

xi. Statement “Do not irradiate”. 

xii. Name and address of receiving hospitals 


J. RECORDS / DOCUMENTATION 

1. The Licensee shall maintain the following records 



Client/donor enrollrnent/agreement record 


ii. 

Collection of unit and transportation record 


iii. 

Master record of stored unit 


iv. 

HLA Matching record : 


v. 

Unit Release Register 


vi. 

Stock Register for Blood Collection Bag Cryoprotectant and 
Preservant, RBC Sedimentation Enhancer 

vii. 

Stock Register for Diagnostic Kits, Reagents 

and other 


consumables 


viii. 

Record • on feedback after use of cord blood 
reaction record 

/ Adverse 

ix. 

List of Standard Operating Procedures; 



2. Standard Operating Procedures for the following shall be 
maintained: 

i. Umbilical cord blood collection 

ii. Transportation of the collected Umbilical cord blood unit 

iii. Processing of Umbilical cord blood unit 

iv. Cryogenic Storage of processed Umbilical cord blood 
unit 

V. Testing of maternal blood for transfusion transmittable 
infections 

vi. Testing of Umbilical cord blood for ABO Grouping and 
Rh Typing 

vii. Testing of Umbilical cord blood unit for Total Nucleated 
Cell Count, Mononuclear Cell Count, Progenitor Cell 
(CD34+) enumeration, and Viability. 

viii. Testing of Umbilical cord blood stem cell Unit for 
Sterility 

ix. Disposal of bio medical waste 

X. Dispensation of Umbilical cord blood unit. 

xi. Preventive maintenance Protocol for all Instruments 

xii. Acceptance / Rejection procedure of consumables 

xiii. Environment monitoring of classified areas. 
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K, CORD BLOOD RELEASE 

1. There shall be designated area with adequate space for procedures 
and records related to cord biooa unit selection and release. 

2. The cord blood bank shall obtain written or electronic request from 
the transplant physician or designee for shipment of the cord blood 
unit. 

3. Accompanying documentation at the time of issue from the cord 
blood bank shall include indications, contra-indications, caution, 
instruction for handling and use of the cord blood unit including 
short-term storage and preparation for transplantation. 

4. Procedure for transportation of cryopreserved cord blood Unit 
within the facility shall be designed to protect the integrity of the unit 
and the health and safety of the personnel. 

5. Cryopreserved cord blood unit stored at -150°C or colder shall be 
transported in a liquid nitrogen cooled dry shipper that contains 
adequate absorbed liquid nitrogen and has been validated to 
maintain temperature below -150°C for at least 48 hours beyond 
the expected time of arrival at the receiving facility.” 

[ F. No. X. 11014/2/2008-DFQC] 
VINEET CHAWDHRY, Jt. Secy. 

Foot Note : The Principal rules were published in the Gazette of India vide notification 

No. F-28-10/45H (i), dated 21 st December, 1 945 and was last amended vide 

notification G.S.R. 45(E), dated 21-1-2010. 
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